










Impact on OxyContin® and Butrans® Sales as 
a Result of Splitting Primary Sales Calls 
Equally Between the two Products
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Butrans
ERO 
Centiles

# Of 
Centiles MD/Centile RXs/MD Rxs Impact Impact Rxs WAC

% Of P1s that 
get a P2

Top Line Sales 
Impact

Current P1s to P1s 92-100 9 2,267                 11.38 25,803       0% -                   238.12$      100% -$                        
New P1s to P2s 86-91 6 2,267                 3.95 8,947          -31% (2,740)             238.12$      100% (3,914,124)$          
Current P2s to P2s 83-85 3 2,268                 2.48 5,629          0% -                   238.12$      90% -$                        
Current P2s to no calls 81-82 2 2,267                 2.48 5,622          -36% (2,015)             238.12$      90% (863,443)$             
Loss of new prescribers (13,512,993)$       

(18,290,560)$       

OxyContin
OXY 
Centiles

# Of 
Centiles MD/Centile RXs/MD Rxs Impact Impact Rxs WAC

% Of P1s that 
get a P2

Top Line Sales 
Impact

Current P1s to P1s 89-100 12 1,329                 179.75 238,960     0% -                   468.68$      100% -$                        
New P2s to P1s 79-88 10 1,332                 47.07 62,693       10% 6,148               468.68$      100% 28,813,083$         
Current P2s to P2s 64-78 25 1,334                 34.20 45,623       0% -                   468.68$      85% -$                        
New no calls to P2s 62-63 2 1,333                 17.46 23,278       12% 2,793               468.68$      85% 2,225,595$           

31,038,678$        



Major 2013 FAMR Initiatives

 Exalytics – Consolidation of all data into a 
single, fast statistical system

 Expansion of analytics – predictive analytics
 Dashboarding – easier access to data
Outsourcing of reporting – more time for team 

to spend in analysis and insight generation
 Broader access to competitive intelligence
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Sales & Marketing
Opioid Market Overview

Russ Gasdia



Opportunities and Challenges

Opportunities
 OxyContin® and Butrans® are promotionally 

sensitive
 Five branded EROs being promoted –

counters high generic availability
o OxyContin, Butrans, Nucynta® ER, Exalgo®, Opana® ER

 Aging population with painful conditions
 Untreated pain remains an issue in United 

States
 Untreated pain is “costly” to employers, and 

healthcare system
 High utilization of immediate-release opioids 

for chronic conditions
 Education around appropriate pain 

management and utilization of opioids still 
needed for HCPs, patients and caregivers
 New formulation is favorably impacting abuse

Challenges
 “Anti-opioid” environment increasing
 State Initiatives to reduce opioid use:

o State of Washington initiative
o Florida initiative

 Managed Care initiatives to control opioid use:
o BC/BS of Massachusetts policy

 Increased “control” on costs to manage 
Medicare Part D
 Increasing pressure on managed care to 

reduce costs:
o Increases use of generic/therapeutic alternatives
o Increases pressure for higher rebates to managed care 

 Without demonstrated clinical or economic 
benefit, branded ERO utilization will continue 
to decline
 Decreased access to physicians reduces 

promotional impact
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2013 Budget
Technical Operations

David Lundie
Vice President,
Technical Operations
October 29, 2012



Technical Operations: Budget Overview
 Technical Operations Leadership Team
 Finance Support to Technical Operations: Neal Davis, Controller
 Manufacturing: Donogh McGuire, Executive Director, Plant Manager
 Quality Operations: Joe Northington, Head of Quality Operations
 Pharmaceutical Technology: Greg Sparta, Director, Pharm Tech Services
 Supply Chain Management: Jeff Zerillo, Sr. Executive Director, Supply Chain

 Key Data
 Locations: Totowa, NJ and Wilson, NC
 Current Staff: 274 

 Outline Agenda
 Executive Summary of 2012 Accomplishments and 2013 Key Objectives
 Cost Savings Target for 2012
 2013 Cost and Operational Efficiency Analysis
 Budget Summary
 Back-up Information
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Technical Operations: Executive Summary
2012 Notable Accomplishments
 Operational Compliance
 FDA:  Positive FDA compliance status.  Two FDA meetings on ONF degradant impurity
 ANVISA (Brazil): Inspection Action items - completed
 DEA: Successful inspection for Analytical and Manufacturing registration. TSA (Security) audit 
 EHS: Air Quality and Waste Water inspections completed with no observations
 Risk Management: FM Global - Superior risk rating

 Customer Service
 Intermezzo Launch: Met agreed launch dates
 Delivery Metrics:  ONF 99.9% and others 99.5%
 Rhodes Pharmaceuticals: Delivered MSER volumes ~70% over budget 
 Purdue Canada:  Oxy NEO supply

 Product Pipeline – Tech Transfer
 Purdue:  Development support - ONU (Targin), HYD (Hydrocodone), Dilaudid site transfer filing
 Butrans:  Andernach to West Caldwell, NJ
 Rhodes Pharmaceuticals: Oxy APAP filing 
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Technical Operations: Executive Summary
2012 Notable Events
 ONF:  Process optimization. Improved yield. Qualified Sumitomo PEO and Noramco API at full 

scale. Increased tablet accountability – compression and packaging (addressing DEA comments)

 Partnership with Rhodes Pharmaceuticals:  
 Worked with Rhodes Pharmaceuticals to address MSER demand growth
 Restructured distribution model
 Revised pricing to support MSER business model

 Butrans: Global complaints management. Change in shipping methodology. Support LTS, West 
Caldwell, NJ analytical development. Managed transition to different material suppliers

 OTC: Qualified new suppliers including Peri-Colace transfer to Purdue Canada

 IT: LIMS (Phase I) upgrade. TrackWise: QA management system completed on schedule (Phase I). 
Security Camera upgraded to digital technology

 HR: Wilson site recruited key staff (Plant Manager, Quality Director, Pharmaceutical Technology 
Director ) 
 Donogh McGuire hired as Wilson Plant Manager and major site leadership roles filled from 

existing talent

4



Technical Operations: Executive Summary
2013 Key Objectives
 Operational Compliance 
 Proactive communication with FDA and DEA
 FDA: Anticipate General GMP and Pre-Approval (Oxy APAP) inspections
 DEA: Multiple Federal and State registrations
 EHS: Focus on Occupational Health and Risk Management
 Risk Management: FM Global Insurance and maintain Totowa Readiness Plan 

 Customer Service
 Support $3.2B Gross Sales: OxyContin, MS Contin, Dilaudid, Butrans and OTC products 
 Rhodes Pharmaceuticals: 

o MSER supply - ongoing
o Poised for Oxy APAP launch and scale-up
o Poised to support distribution of HYD APAP 

 ONF - Support IAC’s:
o Oxy NEO [Canada and Australia (Q4)] 
o Asia Pacific and Latin America – ONF registration to agreed schedule

 Purdue Portfolio Projects (to R&D timelines):
 Targin, Hydrocodone, TRPV1 and abuse deterrent technology (ADIR, HYDIR)
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Technical Operations: Executive Summary
2013 Key Projects

 ONF:  Continue to monitor degradant impurity. Build data package to support shelf-life extension (Q4). 
Enhanced coat-curing process (Q3). I-Bar blender reduction. Faster tablet compression

 MS Contin: scale-up (x6) and optimization (Q3-Q4) 

 Butrans: West Caldwell as USA source of supply. Build data package to support shelf-life extension 
(Q3). Validation programs: 5,10 and 20mg; 7.5 and 15mg. and Noramco API.  Alternate pouch 
development and stability

 Dilaudid: Alternate source API validation, ongoing stability and  batch-size reduction to reduce waste
 OTC New Suppliers:  Betadine Liquids and Colace Soft Gels. Reformulate Slow-Mag

 Quality Control:  QC  sample management and batch planning (Q1-Q2). Blend sampling generic 
requirements for Oxy APAP and MSER. Stability data generation in support of Latin America and Asia 
Pacific regions

 New Packaging Lines: Installation in Wilson with 2D serialization replacing RFID (Q2)
 IT: TrackWise QA software system Phase II (Q3) LIMS (Lab automation) (Q2)
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Technical Operations 
2013 Cost and Operational 

Efficiency Analysis
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Budget Summary
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